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Attorneys for Defendant
NOVO NORDISK INC

UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF CALIFORNIA
In Re: INCRETINMBASED Case Nc3:1:-md-0245--AJB-MDD

THERAPIES PRODUCTS

LIABILITY LITIGATION, DEFENDANT NOVO NORDISK
INC.’S OBJECTIONS AND

Asto All Related and Member Cases RESPONSES TO PLAINTIFFS’
GENERAL CAUSATION
REQUESTS TO PRODUCE TO
DEFENDANT NOVO NORDISK,

INC.

Defendant Novo Nordisk Inc. (“NNI”), for itself ahe@ and for no other
defendant, pursuant to Rules 26 and 34 of the BeBettes of Civil Procedure,

i
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Judge: Hon. Anthony J. Battaglia
Magistrate: Hon. Mitchell D. Dembin
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hereby objects and responds to Plaintiffs’ Gen€ealsation Requests to Produc
to Defendant Novo Nordisk Inc. as follows:
PRELIMINARY STATEMENT
In accordance with F.R.C.P. 26 and Case Manage@melatrs entered in thi

litigation, including the ESI Order, NNI has unddwn a reasonable search for
documents responsive to these Requests. In adltitiany documents or
information referenced below in the responsesdsdiRequests, NNI will produc
non-privileged responsive documents from the cusgltdites for the key custodian
relevant to general causation issues using agreed-search terms to cull
documents from these custodians. Those key cuastodire:
(1) Michelle Thompson, Senior Director — Regulatoryahf§ —
Therapeutic Area;
(2) Jason H. Brett, M.D., Senior Medical Director — Med Affairs
Diabetes;
(3) Alan C. Moses, M.D., Senior Vice President and @ldbhief Medical
Officer;
(4) Kathryn A. Owen, Vice President — Clinical Trial Negement;
(5) Michael Sacco, Senior Director — Product Safety;
(6) Liselotte (“Lotte”) Bjerre Knudsen, Ph.D., Seniairieipal Scientist —
Diabetes Pharmacology & Bioanalysis; and
(7) Yizhen Xu, M.D., Ph.D., Director — Clinical Researc
GENERAL OBJECTIONS
1. NNI is willing to discuss any of the following Olgons and

Responses in order to resolve disputes or provatdication to the Responses
below.

2. NNI objects to Plaintiffs’ “Definitions and Instrtions” to the extent
such definitions and instructions, as incorporatéal the Requests, render the

i
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Requests vague, ambiguous, overly broad, undulydmsome, and not
reasonably calculated to lead to the discoverydaiiasible evidence.

3. NNI objects to these Requests to the extent thely decuments or
information protected by the attorney-client prege, the attorney work-product
doctrine, the consulting expert exemption, the exe&n protecting
communications passing between agents of a pangumbing an investigation in
connection with litigation, or any other applicaplevilege or exemption from
discovery. The inadvertent production of any doentprotected by privilege, or
the production of which is otherwise objected tthese responses and
objections, is not intended to constitute, andlstal constitute, a waiver in
whole or in part of such privilege or objection.

4. NNI objects to the Requests to the extent they seakdential,
proprietary, competitively sensitive or trade sear®ormation. To the extent
NNI produces responsive and non-privileged documemty such documents tha
contain confidential, proprietary, competitivelynseive and/or trade secret
information will be produced in accordance with gdggeed-upon and Court-
ordered Protective Order entered in these cases.

5. NNI objects to the Requests to the extent they saedk-party
private, confidential, proprietary, competitivelgrsitive or trade secret
information which information has been maintaine@onfidence and may be
subject to contractual or court-ordered limitatiomsdisclosure. To the extent
NNI produces such information, it will be produdacaccordance with the
agreed-upon and Court-ordered Protective Ordereashia this litigation.

6. NNI objects to the Requests to the extent respenaformation
may be subject to the limitations of foreign priydaws or other applicable laws.
NNI objects to the Requests to the extent they paéknt information that is
required to be withheld by state, federal, anddoeifjn law, including, but not
limited to, 21 C.F.R. 8§ 20.63(f).

3:15-MD-0245%-AJB-MDD
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7. NNI objects to the Requests to the extent theyrachtexpand, or
otherwise interfere with the rights and dutieshaf parties under the existing
Orders, including, but not limited to, Case ManagetrOrders, Pre-Trial Orders,
and Minute Orders, governing this litigation.

8. NNI objects to these Requests to the extent thely decuments
related to foreign regulatory submissions, requéet®, or activities, or the
direction of foreign regulatory bodies, other tithe EMA, as described herein,
because such documents are neither relevant rswmraialy calculated to led to
the discovery of admissible evidence and are unbufgensome to produce.
Such information is subject to different regulatand legal standards and
requirements, and can be influenced by politicaltucal, and social differences,
including, but not limited to, differences in theaptice of medicine. NNI agrees
to produce the EMA regulatory communications anahsigsions files for
Victoza® only under the unique and specific fadtthes case, namely, that NNI
relies upon the EMA'’s July 2013 Assessment and~h& and EMA’s February
2014 Assessment as it relates to general causatibih.maintains its position
that regulatory filings with foreign agencies arelevant to product liability
actions in the United States and should not gelgdsalproduced in these
litigations.

9.  Anyresponse to a Request shall not be construadcascession or
admission that any response, testimony, or docunedated thereto is relevant or
otherwise admissible in this action, nor shall e#gponse constitute or be
construed as a waiver of any objection to the asitnigy of such response,
testimony, or document related thereto.

10. The foregoing General Objections are specificatlgt axpressly
incorporated in each and every one of the Respdresem and the reassertion ot
specification of any of these General Objectiontherassertion of other

objections in no way implies a failure to assedteand every General Objection
-4-
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REQUESTS TO PRODUCE

REQUEST NO. 1:

The DOCUMENTS identified in YOUR answers to PldiistiGeneral
Causation Interrogatories to Defendant Novo Nordis&
RESPONSE TO REQUEST NO. 1:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI objects to this Request as ovadad, vague, and ambiguous.
NNI further objects to this Request to the exteseeks confidential, proprietary,
competitively sensitive, or trade secret informatid o the extent NNI produces
responsive and non-privileged documents, any sachrdents that contain
confidential, proprietary, competitively sensitiasd/or trade secret information
will be produced in accordance with the agreed-uwgrwh Court-ordered Protectivs
Order entered in these cases.

Subject to and without waiving or otherwise limgithe foregoing General

and Specific objections, NNI will produce non-plaged documents responsive {

this Request, as specified in NNI's responsesdam#ifs’ General Causation
Interrogatories and more fully below, and in acemck with the deadlines ordere
by the Court.
REQUEST NO. 2:

The IND/NDA and any SNDAs for VICTOZA in native ekeonic
searchable format as maintained by YOU.
RESPONSE TO REQUEST NO. 2:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. Subject to and without limiting or athise waiving the foregoing
General Objections, NNI refers Plaintiffs to it®guction of IND and NDA files
dated through February 28, 2014, produced at Batages NNI-IND-61040-
00000001 — NNI-IND-61040-00060258 and NNI-NDA-22321000001 — NNI-

NDA-22341-01384489. NNI's production includes SNO#r Victoza®. NNI
-5-
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further states that the IND and NDA productionsénbeen produced in accordan
with the agreed-upon November 15, 2013 ESI Ordeh, an index and in a
searchable format.
REQUEST NO. 3:

All other correspondence, data and other DOCUMENES YOU provided
to or received from the FDA related to the safdty &€ TOZA with respect to

pancreatitis and/or pancreatic cancer, which arg@at of the IND/NDA or any
SNDAs for VICTOZA.
RESPONSE TO REQUEST NO. 3:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestasly broad and unduly
burdensome to the extent it seeks “all” correspandedata, and documents.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific objections, NNI states that it maim$aiND and NDA files, which
are the official repositories for communicationshmand submissions to the FD
regarding the safety of Victoza®. NNI producedlk® and NDA files and
refers Plaintiffs to its response to Request No. 2.

PERSONS WITH DISCOVERABLE INFORMATION
ON GENERAL CAUSATION ISSUES

REQUEST NO. 4:
Corporate organization charts that identify thespas with supervisory

responsibility over scientific research into théesaof VICTOZA and those
working at their direction; the persons responsibtedetermining whether
VICTOZA CAUSES and/or is capable of CAUSING pantieaancer and those
working at their direction; the persons in chargeampiling and reporting
pancreatitis and/or pancreatic cancer ADVERSE EVENar VICTOZA and thos
working at their direction; and the persons in geasf maintaining the source

i
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DOCUMENTS for pancreatitis and/or pancreatic cad@¥ERSE EVENTS for
VICTOZA and those working at their direction.
RESPONSE TO REQUEST NO. 4:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requesiabee it fails to define certain
terms and phrases, including “supervisory” andch@arge.” NNI further objects
to this Request to the extent that it suggeststisea causal connection betwee
Victoza® and pancreatic cancer.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific objections, NNI refers Plaintiffs te production of Organizational
Charts bearing the Bates-prefix “NNI-OrgCharts.”

PRECLINICAL, NONCLINICAL AND ANIMAL STUDIES REQUEST
REQUEST NO. 5:
A complete list of all VICTOZA preclinical, nonclical and/or animal

studies performed, completed, designed, plannetbaodntemplated, identifying
them by name, number or any other designation Y&a&Jta identify them.
RESPONSE TO REQUEST NO. 5:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestague and ambiguous as it fai
to define key terms, including “planned” and “comgdated.” NNI further
objects to this Request to the extent it requedgtsmation about Victoza®
preclinical, nonclinical, and/or animal studiestthave not been performed,
completed, or designed by NNI.

Subject to and without waiving the foregoing Geharad Specific
objections, NNI refers Plaintiffs to NNI's produati of its Nonclinical Study
Chart and its supplements, reflecting the BatefxpfeaNI-StudyCharts,” which
identify and describe preclinical, nonclinical, @ndanimal studies conducted &

Novo Nordisk on Victoza® that have been identifedter reasonable inquiry.
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REQUEST NO. 6:
For each VICTOZA preclinical, nonclinical and/onmal study performed,

completed, designed, planned and/or contemplatedupe the following:

a. The protocols; data; researcher and/or labgrééchnician notebooks
notes, logs, bench notes, books, computer fileseamalls; results; reports; and
pancreatic specimens (e.g. histology slides, tisangples, etc.) for that study;

b. The database(s) where the above informatiorbedacated; and

C. If an independent investigator, contract redearganization, or other

third party was involved in the study, producedaltuments relating to the work
performed, including but not limited to contract&lacommunications between
YOU and said independent investigator, contracassh organization, or other
third party.
RESPONSE TO REQUEST NO. 6:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestague and ambiguous as it fai
to define key terms, including “planned” and “caomfdated.” NNI further object
to this Request to the extent it requests inforomaéibout Victoza® preclinical,
nonclinical, and/or animal studies that have narbperformed, completed, or
designed by Novo Nordisk. NNI further objects litstRequest to the extent it
seeks the production of databases because NNI tpanmduce “databases,” but
only the data and information within them. NNIther objects to this Request t
the extent it seeks information about NNI's relasibip with various third parties,
including contracts, which are outside the scopgewferal causation discovery
pursuant to this Court’s February 18 Order, whitpuires Plaintiffs to “narrow all
discovery related requests to issues involving ggrausation.”

Subject to and without waiving or otherwise limgithe foregoing General
and Specific objections, NNI refers Plaintiffs ttNNs production of its
Nonclinical Study Chart and supplements, as desdrib NNI's response to
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Request No. 5NNI also produced, and referenced by Bates-nuntber,
corresponding final report and protocol, where e, for each study identifig
in the study chart. NNI will supplement its protlan, in accordance with the
deadlines ordered by the Court, with any outstapéimal study reports and study
protocols maintained in the normal and ordinaryrsewf business that correspo
to the studies listed on NNI's Nonclinical Studyath

NNI further states that laboratory notebooks amdadata, including, but not
limited to, notes, logs, bench notes, books, coepiles, results, and pancreatic
specimens (e.qg., histology slides, tissue sampteg, for completed and ongoing
preclinical, nonclinical, and/or animal studies doated by Novo Nordisk on
Victoza® are maintained in accordance with reguiasbandards by the Contract
Research Organization (“CRO”) that performed thielgt The identity of the CR(
can be found in the study report correspondinqathestudy. NNI will meet and
confer about providing inspection of these matsrald data, if needed, at the
request of Plaintiffs.
REQUEST NO. 7:

The standard operating procedures and/or policypancedures manuals fg

VICTOZA preclinical, nonclinical and animal studies
RESPONSE TO REQUEST NO. 7:
NNI incorporates, as if fully set forth herein, tBeneral Objections by

reference. NNI further objects to this Requestasly broad and unduly
burdensome. NNI further objects to this Requeshéoextent it suggests that
there are standard operating procedures (“SOPsl/papolicy and procedures
manuals specific to Victoza® preclinical, noncliaicand animal studies.
Subject to and without waiving or otherwise limgithe foregoing General
and Specific objections, NNI states that respondo@ments may be found with
NNI's SOP production, reflecting the Bates prefiiNI-SOP.” As part of that
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production, NNI produced an index of Nonclinical BOand produced the SOPs
from that index as requested by Plaintiffs.
REQUEST NO. 8:

Every DOCUMENT that addresses the significancengfiareclinical,
nonclinical and/or animal study in relation to wietVICTOZA CAUSES and/or
Is capable of CAUSING pancreatic cancer.

RESPONSE TO REQUEST NO. 8:
NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestasly broad and unduly
burdensome to the extent it seeks “every” documéii! further objects to this
Request as vague and ambiguous because it falksfitee key terms, including
“significance.” NNI further objects to this Requés the extent that it suggests
there is a causal connection between Victoza® amtngatic cancer. NNI
further objects to this Request to the extenteksedocuments related to
preclinical, nonclinical, and/or animal studies nonhducted by Novo Nordisk o
Victoza®. NNI further objects to this Requesthe extent it seeks documents
not maintained by NNI in the regular and ordinaoyise of business. NNI
further objects to this Request to the extentéksadocuments regarding foreig
regulatory activities.

Subject to and without waiving or otherwise limgithe foregoing Generg
and Specific Objections, NNI states that respongif@mation can be found, tg
the extent it exists, in submissions to the FDAckhare located within NNI's
IND and NDA files for Victoza®, as identified in NN response to Request No.
NNI further states that responsive non-privilegeduients can be found, to the
extent they exist, in custodial files for key cuBsms, including, but not limited to
Lotte Knudsen, Jason Brett, and Alan Moses.

I
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REQUEST NO. 9:
The memoranda, reports and other similar DOCUMERES describe the

nature and intended purpose of any preclinicalchoigal and/or animal studies
involving VICTOZA that are not yet started or comgld and, to the extent such
DOCUMENTS exist, the protocols; data; researchdf@raboratory technician
notebooks, notes, logs, bench notes, books, comfilekeand emails; results;
reports; and pancreatic specimens (e.g. histolbgdgss tissue samples, etc.) for
each such preclinical, nonclinical and/or animabgt
RESPONSE TO REQUEST NO. 9:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestague and ambiguous becaus
fails to define key terms, including “similar” afidot yet started.” NNI further
objects to this Request to the extent it seeks meaus related to preclinical,
nonclinical, and/or animal studies not currentlynigeplanned and/or conducted
by Novo Nordisk on Victoza®. NNI further objects this Request to the exten
it seeks documents not maintained by NNI in thailegand ordinary course of
business. NNI further objects to this Requesh#dxtent it seeks documents
regarding foreign regulatory activities.

Subject to and without waiving or otherwise limgithe foregoing Generg
and Specific objections, NNI refers Plaintiffs ttNNs production of its
Nonclinical Study Chart and supplements, as desdrib NNI's responses to
Request Nos. 5 and 6, which includes informatiorapproved, but not yet
started, preclinical, nonclinical, and/or animaldes for Victoza® to the extent
they exist
i
i
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HUMAN STUDIES

REQUEST NO. 10:
A complete list of all VICTOZA human studies perfued, completed,

designed, planned and/or contemplated, identifimegn by name, number or any
other designation YOU use to identify them.
RESPONSE TO REQUEST NO. 10:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestague and ambiguous as it fai
to define key terms, including “planned” and “camfdated.” NNI further
objects to this Request to the extent it requedgtsmation about Victoza®
human studies that have not been performed, coathlet designed by NNI.
Subject to and without waiving or otherwise limgithe foregoing General
and Specific objections, NNI refers Plaintiffs ttéNNs production of its Clinical
Study chart and supplements, reflecting Bates pf&fNI-StudyCharts,” which
identify and describe human studies conducted byoNordisk on Victoza®
identified after reasonable inquiry.
REQUEST NO. 11:
For each VICTOZA human study performed, completissigned, planned

and/or contemplated, produce the following:

a. The protocols; data; researcher and/or labgrédéchnician notebooks
notes, logs, bench notes, books, computer fileseamalls; results; reports; and
pancreatic specimens (e.g. histology slides, tisangples, etc.) for that study;

b. The database(s) where the above informatiorbedacated;

C. All documentation and/or communication regardspgnsorship of th
study; and

d. If an independent investigator, contract redearganization, or other

third party was involved in the study, producedaltuments relating to the work

performed, including but not limited to contract&lacommunications between
-12-
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YOU and said independent investigator, contracassh organization, or other
third party.
RESPONSE TO REQUEST NO. 11:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestague and ambiguous as it fai
to define key terms, including “planned,” “conteraf@d,” and “database.” NNI
further objects to this Request to the extentquessts information about

Victoza® human studies that have not been condumtede not being conducted

by Novo Nordisk. NNI further objects to this Regti® the extent it seeks the
production of databases because NNI cannot protlatabases,” but only the
data and information within them. NNI further offfeto this Request to the
extent it seeks information, including informatiainout NNI's relationships or

contracts with various third parties, that is aidgsihe scope of general causation

discovery and inapplicable discovery at this timespant to this Court’'s February

18 Order, which requires Plaintiffs to “narrow discovery related requests to
Issues involving general causation.”

Subject to and without waiving or otherwise limgithe foregoing General
and Specific objections, NNI refers Plaintiffs ttNRs production of its Clinical

Study Chart and supplements, as described in Nl§ponse to Request No. 10.

NNI also produced, and referenced by Bates-nuntbergorresponding final
report, protocol, and dataset, where availablegfmh study identified in the

study chart. NNI will supplement its production,accordance with the deadlines

ordered by the Court, with any outstanding finatstreports, protocols, and
datasets maintained in the normal and ordinaryssoaf business that correspon
to the studies listed on NNI's Clinical Study Chart

NNI further states that patient level data for ¥zd® human studies
conducted by Novo are maintained in accordance regfulatory standards in th
Trial Master File. NNI objects to prodycing itsiflrMaster File for every huma
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study on Victoza® because the significant burdgmosed on producing the

information would far outweigh the information’sniited relevance. NNI will mee

and confer with Plaintiffs about making this infation available, if needed, for
specific studies upon request.
REQUEST NO. 12:

The standard operating procedures and/or policypanckedures manuals fqg
VICTOZA human studies.
RESPONSE TO REQUEST NO. 12:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requeghtextent it suggests that ther
are standard operating procedures (“SOPs”) andfcypand procedures
manuals specific to Victoza®. NNI further objetdsthis Request as overly
broad and unduly burdensome.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific objections, NNI states that respondo@ments may be found with
NNI's SOP production, reflecting the Bates prefiNI-SOP.” As part of that
production, NNI produced an index of CMR (Clinicisledical, Regulatory) SOPs
and asked that Plaintiffs request the specific SlB&g would like produced.
Additionally, NNI's SOP production includes theitrimg profile index for Kathryn
Owen, and NNI produced specific SOPs identifiethat index as requested by
Plaintiffs.

REQUEST NO. 13:
Every DOCUMENT that records, analyzes or discuggesmation about

each person YOU are aware of who was a participaat/ICTOZA human study
and was diagnosed with pancreatitis and/or pancreancer either while still
participating in the study or after withdrawingatherwise being removed from tf
study.

I
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RESPONSE TO REQUEST NO. 13:
NNI incorporates, as if fully set forth herein, tBeneral Objections by

reference. NNI further objects to this Requestague and ambiguous as it fai

to define key terms, including “records,” “analyZesr “discusses.” NNI further

objects to producing “every” document on the regeesopic as it is unduly
burdensome. NNI further objects to this Requesii¢oextent it requires NNI
disclose the identity of any individuals not nanasdPlaintiffs in this litigation whg
allegedly experienced or reported a diagnosis nEatitis and/or pancreatic
cancer as such disclosure would violate the patientreporters’ right to
confidentiality under federal law.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific objections, NNI refers Plaintiffs tbIRs adverse event production,
reflecting the Bates-prefix “NNI-AER,” which incled adverse event case repor
run from NNI's Argus database for global Victoza@varse events of pancreatic
cancer and pancreatitis through February 28, 2@tidaacorresponding adverse
event spreadsheet.

REQUEST NO. 14:
Every DOCUMENT that addresses the significancengflauman study in

relation to whether VICTOZA CAUSES and/or is capabl CAUSING pancreati¢

cancer.
RESPONSE TO REQUEST NO. 14:
NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to producing “evedgcument on the requested
topic as it is unduly burdensome. NNI further @litgeto this Request to the exte
that it suggests there is a causal connection letWwectoza® and pancreatic
cancer. NNI further objects to this Request asieaand ambiguous, as it fails to
define key terms, including “significance.”

I
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Subject to and without waiving or otherwise limgithe foregoing General
and Specific objections, NNI refers Plaintiffs ttéNRs Clinical Study Chart and
supplements; the corresponding study reports, potdpand datasets, where
available, identified on the study charts; the Il NDA production; and the

production of key custodial files, including, budtdimited to, Alan Moses, Jasan

Brett, Lotte Knudsen, Kathryn Owen, and Yizhen Xu.
REQUEST NO. 15:
The memoranda, reports and other similar DOCUMERES describe the

nature and intended purpose of any human studretving VICTOZA that are no
yet started or completed and, to the extent SuUCBIDKIENTS exist, the study
protocols; data; researcher and/or laboratory te@mnotebooks, notes, logs,
bench notes, books, computer files and emailsjteesaports; and pancreatic
specimens (e.qg. histology slides, tissue sampies,fer each such human study.
RESPONSE TO REQUEST NO. 15:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestaggie and ambiguous, as it fails
define key terms, including “not yet started.” NNIther objects to this Reques
to the extent it seeks documents related to hurathes for Victoza® that are
not being or will not be conducted by Novo Nordidlagt all.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific objections, NNI refers Plaintiffs tbdIRs production of its Clinical
Study Chart and supplements, as described in NB$igonses to Request Nos. 1
and 11, which includes information on approved,rmityet started, human studig
for Victoza® to the extent they exist.

OBSERVATIONAL STUDIES

REQUEST NO. 16:
A complete list of all VICTOZA observational studi@ncluding, without

limitation, claims database studies, cohort studresother epidemiological
-16-
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1 | studies) performed, completed, designed, planndtanontemplated, identifying
2 | them by name, number or any other designation Y&ta identify them.
3 | RESPONSE TO REQUEST NO. 16:
4 NNI incorporates, as if fully set forth herein, tGeneral Objections by
5 | reference. NNI further objects to this Requestague and ambiguous as it fails
6 | to define key terms, including “planned” and “camg@ated.” NNI further
7 | objects to this Request to the extent it requedgtsmation about Victoza®
8 | observational studies that have not been perforemupleted, or designed by
9 | NNI.
10 Subject to and without waiving or otherwise limgithe foregoing General
11 | and Specific objections, NNI refers Plaintiffs ttNNs production of its Clinical
12 | Study chart and supplements, reflecting the BateBxo‘NNI-StudyCharts,”
13 | which identify and describe observational studi@sducted by Novo Nordisk on
14 | Victoza® identified after reasonable inquiry.
15 | REQUEST NO. 17:
16 For each VICTOZA observational study (includingthaiut limitation,
17 | claims database studies, cohort studies and gpideraiological studies)
18 | performed, completed, designed, planned and/oeagriaited, produce the
19 | following:
20 a. The protocols; data; researcher and/or labgré¢ahnician notebooks,
21 | notes, logs, bench notes, books, computer fileseamalls; results; and reports for
22 | that study;
23 b. The database(s) where the above informatiorbedacated; and
24 C. If an independent investigator, contract redearganization, or other
25 | third party was involved in the study, producedal€uments relating to the work
26 | performed, including but not limited to contract&lacommunications between
27 | YOU and said independent investigator, contracassh organization, or other
28 | third party.
-17-
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RESPONSE TO REQUEST NO. 17:
NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestaggie and ambiguous as it fails
define key terms, including “planned,” “contemplhteand “database.” NNI
further objects to this Request to the extentquests information about Victoza®
observational studies that have not been conduetace not being conducted by
Novo Nordisk. NNI further objects to this Requesthe extent it seeks the
production of databases because NNI cannot pro@diatabases,” but only the dal
and information within them. NNI further objectsthis Request to the extent it
seeks information, including information about N&ielationships or contracts
with various third parties, that is outside themeof general causation discovery
and inapplicable discovery at this time pursuarnhi® Court’s February 18 Order
which requires Plaintiffs to “narrow all discovamslated requests to issues
involving general causation.”

Subject to and without waiving or otherwise limgithe foregoing General
and Specific objections, NNI refers Plaintiffs tbdIRs production of its Clinical
Study Chart and supplements, as described in NB$igonse to Request No. 16.
NNI also produced, and referenced by Bates-nuntbercorresponding final
report, protocol, and dataset, where availableefmh study identified in the stud
chart. NNI will supplement its production, in acdance with the deadlines
ordered by the Court, with any outstanding finatstreports, protocols and
datasets maintained in the normal and ordinaryssoaf business that correspon
to the studies listed on NNI's Clinical Study Chart

NNI further states that other data for Victoza®@twational studies
conducted by Novo are maintained in accordance negilatory standards in the
Trial Master File. NNI objects to producing itsdirMaster File for every
observational study on Victoza® because the sicamfi burden imposed on

producing the information would far outweigh thémmation’s limited relevance.
-18-
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NNI will meet and confer with Plaintiffs about malgi this information available,
needed, for specific studies upon request.
REQUEST NO. 18:

The standard operating procedures and/or policypanckedures manuals fqg

VICTOZA observational studies (including, withotrhitation, claims database
studies, cohort studies and other epidemiologicaliss).
RESPONSE TO REQUEST NO. 18:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requeghtextent it suggests that ther
are standard operating procedures (“SOPs”) andfcypand procedures
manuals specific to Victoza®. NNI further objetdsthis Request as overly
broad and unduly burdensome.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific objections, NNI refers Plaintiffs te tiesponse to Request No. 12.
REQUEST NO. 19:

Every DOCUMENT that addresses the significancengf@servational
studies (including, without limitation, claims dh#ese studies, cohort studies ang
other epidemiological studies) in relation to wheetICTOZA CAUSES and/or is
capable of CAUSING pancreatic cancer.

RESPONSE TO REQUEST NO. 19:
NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to producing “evedgcument on the requested
topic as it is unduly burdensome. NNI further @litgeto this Request to the exte
that it suggests there is a causal connection le#tWwectoza® and pancreatic
cancer. NNI further objects to this Request asieaand ambiguous, as it fails to
define key terms, including “significance.”

Subject to and without waiving or otherwise limgithe foregoing General

and Specific objections, NNI refers Plaintiffs tbIRs Clinical Study Chart and
-19-
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supplements; the corresponding study reports, potdpand datasets, where
available, identified on the study charts; the IBiil NDA production; and the
production of key custodial files, including, buttrimited to, Alan Moses, Jason
Brett, Lotte Knudsen, Kathryn Owen, and Yizhen Xu.
REQUEST NO. 20:

The memoranda, reports and other similar DOCUMERES describe the

nature and intended purpose of any observationdiest (including, without
limitation, claims database studies, cohort studresother epidemiological
studies) involving VICTOZA that are not yet startmdcompleted and, to the exte
such DOCUMENTS exist, the study protocols; dataeaecher and/or laboratory
technician notebooks, notes, logs, bench notekdy@omputer files and emails;
results; and reports for each such study.
RESPONSE TO REQUEST NO. 20:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestaggie and ambiguous, as it fails
define key terms, including “not yet started.” NNIrther objects to this Reques
to the extent it seeks documents related to ob8ena studies for Victoza® thg
are not being or will not be conducted by Novo Nskdif at all.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific objections, NNI refers Plaintiffs tbdIRs production of its Clinical
Study Chart and supplements, as described in NB$igonses to Request Nos. 1
and 11, which includes information on approved,rmityet started, observationg
studies for Victoza® to the extent they exist
i
i
i
i
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STUDIES TO DETERMINE CAUSAL CONNECTION
WITH PANCREATIC CANCER

REQUEST NO. 21:

The standard operating procedures and/or policypancedures manuals fqg
VICTOZA studies undertaken to determine, in whaléngpart, whether VICTOZA
CAUSES and/or is capable of CAUSING pancreatic eanc
RESPONSE TO REQUEST NO. 21:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requegh®extent that it suggests ther
Is a causal connection between Victoza® and paticreancer. NNI further
objects to this Request to the extent it suggéstisthere are SOPs and/or polig
and procedures manuals specific to Victoza®.

Without waiving or otherwise limiting the foregoirigeneral and Specific
Objections, NNI states that responsive informattorthe extent it exists, can be
found within NNI's SOP production, reflecting that®s-prefix “NNI-SOP.”
REQUEST NO. 22

The study protocols; data; researcher and/or laayréechnician notebooks

notes, logs, bench notes, books, computer fileseamalls; results; and reports thg
were provided to the FDA for each study, test, gtigation, evaluation and/or
assessment undertaken by YOU for the purpose efrdeting, in whole or in part
whether VICTOZA CAUSES and/or is capable of CAUSIN&ncreatic cancer.
RESPONSE TO REQUEST NO. 22:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requegh®extent that it suggests ther
Is a causal connection between Victoza® and paticreancer.

Subject to and without waiving or otherwise limgithe foregoing Generg
and Specific objections, NNI refers Plaintiffs ttNRs Nonclinical and Clinical

Study Charts and supplements which identify andmles the studies conducte
-21-
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by Novo Nordisk on Victoza® that have been identifafter reasonable inquiry.

NNI refers Plaintiffs to NNI's production of IND @nNDA files for Victoza®, as
identified in NNI's response to Request No. 2, vehieclude the studies submitte
to the FDA.

REQUEST NO. 23:

The study protocols; data; researcher and/or laayréechnician notebooks

notes, logs, bench notes, books, computer fileseamalls; results; and reports thg
were not provided to the FDA for each study, testestigation, evaluation and/of
assessment undertaken by YOU for the purpose efrdeting, in whole or in part
whether VICTOZA CAUSES and/or is capable of CAUSIN&ncreatic cancer.
RESPONSE TO REQUEST NO. 23:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requegh®extent that it suggests ther
IS a causal connection between Victoza® and paticreancer.

Subject to and without waiving or otherwise limgithe foregoing Generg
and Specific objections, NNI refers Plaintiffs ttNRs Nonclinical and Clinical
Study Charts and supplements which identify andmles the studies conducte

by Novo Nordisk on Victoza® that have been identifafter reasonable inquiry.

NNI refers Plaintiffs to NNI's production of IND @nNDA files for Victoza®, as
identified in NNI's response to Request No. 2, whicclude the studies
submitted to the FDANNI further refers Plaintiffs to its responsesRequest
Nos. 6 and 11.

REQUEST NO. 24:

The study protocols; data; researcher and/or laayréechnician notebooks

notes, logs, bench notes, books, computer fileseamalls; results; and reports thg
were provided to the EMA for each study, test, stig@tion, evaluation and/or
assessment undertaken by YOU for the purpose efrdeting, in whole or in part

whether VICTOZA CAUSES and/or is capable of CAUSIN&ncreatic cancer.
-27-
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RESPONSE TO REQUEST NO. 24:
NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requegh®extent that it suggests ther
Is a causal connection between Victoza® and paticreancer. NNI further
objects to this Request to the extent it requedtsmation on what was, or was
not, submitted to the EMA because it has no beasmgeneral causation issue
in this litigation. NNI further objects to this Beest to the extent it seeks
information regarding NNI's regulatory submissidoghe EMA that are
duplicative of information submitted to the FDA.

Subject to and without waiving or otherwise limgithe foregoing Generg
and Specific objections, NNI refers Plaintiffs ttNNs Nonclinical and Clinical
Study Charts and supplements which identify andmes the studies conducte

by Novo Nordisk on Victoza® that have been identifafter reasonable inquiry.

NNI further refers Plaintiffs to its responses tegRest Nos. 6 and 11. NNI
further states that documents submitted to the Edi be found in the EMA
regulatory files, which will be produced in thisidiation through February 28,
2014 in searchable format and Plaintiffs will behe same position as NNI to
locate and identify any further responsive inforimatwithin this category of
documents. Data sets from the EMA regulatory fil@ébe made available upo
request to the extent that they have not already Ipeoduced from the FDA file
or otherwise made available to Plaintiffs.

NNI agrees to produce the EMA files for Victoza®houander the unique
and specific facts of this case, namely, that NNies upon the EMA’s July 2013
Assessment and the FDA and EMA'’s February 2014 gsssent as it relates to
general causation. NNI maintains its position tiegulatory filings with foreign
agencies are irrelevant to product liability actom the United States and should
not generally be produced in these litigations.

I
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REQUEST NO. 25:

The study protocols; data; researcher and/or laayréechnician notebooks

notes, logs, bench notes, books, computer fileseamalls; results; and reports thg
were not provided to the EMA for each study, testestigation, evaluation and/o
assessment undertaken by YOU for the purpose efrdeting, in whole or in part
whether VICTOZA CAUSES and/or is capable of CAUSIN&ncreatic cancer.
RESPONSE TO REQUEST NO. 25:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requegh®extent that it suggests ther
Is a causal connection between Victoza® and paticreancer. NNI further
objects to this Request to the extent it requedtsmation on what was, or was
not, submitted to the EMA because what was subditiehe EMA has no
bearing on general causation issues in this Iiogat NNI further objects to this
Request to the extent it seeks information regartiNI’s regulatory
submissions to the EMA that are duplicative of mfation submitted to the
FDA. NNI further objects to the extent this Requesiuplicative of Request
No. 24.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific objections, NNI refers Plaintiffs te iesponse to Request No. 24.
REQUEST NO. 26:

Every DOCUMENT that addresses the significancengfstudy, test,
investigation, evaluation and/or assessment uridartay YOU for the purpose of

determining, in whole or in part, whether VICTOZAUSES and/or is capable g
CAUSING pancreatic cancer, in relation to wheth&e€ VOZA CAUSES and/or is
capable of CAUSING pancreatic cancer.
RESPONSE TO REQUEST NO. 26:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestasly broad and unduly
-24-
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burdensome to the extent it seeks “every documeNNI further objects to this
Request to the extent that it suggests there &isat connection between
Victoza® and pancreatic cancer. NNI further olgdctthis Request as vague
and ambiguous as it fails to define key terms,uduig “significance.” NNI
objects to the Request to the extent it seeksnmiition protected by the attorneg
client privilege and/or work product doctrine.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific objections, NNI refers Plaintiffs ttéNRs Clinical Study Chart and
supplements; the corresponding study reports, potdcand datasets, where
available, identified on the study charts; the I NDA production; and the
production of key custodial files, including, budtrdimited to, Alan Moses, Jasc
Brett, Lotte Knudsen, Kathryn Owen, and Yizhen Xu.

REQUEST NO. 27:
The memoranda, reports and other similar DOCUMERMES describe the

nature and intended purpose of any study, testsiigation, evaluation and/or
assessment undertaken by YOU for the purpose efrdeting, in whole or in part
whether VICTOZA CAUSES and/or is capable of CAUSIN&ncreatic cancer,
that is not yet started or completed and, to therdxssuch DOCUMENTS exist, th
study protocols; data; researcher and/or labordaemynician notebooks, notes,
logs, bench notes, books, computer files and emrassilts; and reports for each
such study, test, investigation, evaluation andssessment.
RESPONSE TO REQUEST NO. 27:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requedh®mextent that it suggests ther
Is a causal connection between Victoza® and paticreancer. NNI further
objects to this Request as vague and ambiguoiisfa@ls to define key terms,
including “not yet started.” NNI further objects this Request as being duplicat

of Request Nos. 9, 15, and 20.
-25-
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1 Subject to and without waiving or otherwise limgithe foregoing General
2 | and Specific Objections, NNI refers Plaintiffs te iesponses to Requests Nos. 9,
3| 15, and 20.
4 OTHER STUDIES
5| REQUEST NO. 28:
6 The standard operating procedures and/or policypancedures manuals far
7 | all other studies YOU are aware of that bear, iollor in part, on whether
8 | VICTOZA CAUSES and/or is capable of CAUSING pantieaancer (whether
9 | such study, test, investigation, evaluation andssessment involves VICTOZA,
10 | another GLP 1 receptor or DPP 4 inhibitor, any otlrag, or no drug).
11 | RESPONSE TO REQUEST NO. 28:
12 NNI incorporates, as if fully set forth herein, tBeneral Objections by
13 | reference. NNI further objects to this Requedhmextent that it suggests there
14 | is a causal connection between Victoza® and paticreancer. NNI further
15 | objects to this Request as vague, ambiguous, otzeolyd, and unduly
16 | burdensome as it fails to define key terms, inalgdiaware of.” NNI further
17 | objects to this Request to the extent it suggésisthere are SOPs and/or poligy
18 | and procedures manuals specific to Victoza®. NMiHer objects to this
19 | Request as overly broad and unduly burdensome. dididicts to the Request tg
20 | the extent it seeks information protected by theraey-client privilege and/or
21 | work product doctrine. NNI further objects to tiequest to the extent it is
22 | duplicative of Request Nos. 7, 12, 18, and 21.
23 Subject to and without waiving or otherwise limgithe foregoing General
24 | and Specific Objections, NNI refers Plaintiffs te tesponses to Request Nos. 7,
25| 12,18, and 21.
26 | REQUEST NO. 29:
27 Every DOCUMENT that addresses the significancengf@ther study, test,
28 | investigation, evaluation and/or assessment YOlhaae of that bears, in whole
DLA PIPER LLP (US) —— 3:1:-MD-0245.-AJB-MDD
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or in part, on whether VICTOZA CAUSES and/or is able of CAUSING
pancreatic cancer (whether such study, test, ilgaggin, evaluation and/or
assessment involves VICTOZA, another GLP 1 recempt®@PP 4 inhibitor, any
other drug, or no drug), in relation to whether VIQZA CAUSES pancreatic
cancer.
RESPONSE TO REQUEST NO. 29:

NNI incorporates as if fully set forth herein ther@&ral Objections by

Reference. NNI further objects to this Requesiasly broad and unduly
burdensome to the extent it seeks “every” docuraarthis topic. NNI further
objects to this Request to the extent that it satgghere is a causal connectior
between Victoza® and pancreatic cancer. NNI furti®gects to the term “awar
of” as overly broad and unduly burdensome. NNiHer objects to this Request
as vague and ambiguous as it fails to define keygeincluding “significance.”
NNI further objects to the extent that this Requesdtes to or seeks informatio
regarding products other than Victoza®. NNI olgdotthe Request to the exter
it seeks information protected by the attorneyrtligivilege and/or work product
doctrine. NNI further objects to this responsehe ¢xtent it is duplicative of
Request Nos. 8, 14, 19, and 26.

Subject to and without waiving or otherwise limgithe foregoing Generg
and Specific Objections, NNI refers to its resparseRequest Nos. 8, 14, 19, ai
26.

REQUEST NO. 30:
The memoranda, reports and other similar DOCUMEMES describe the

nature and intended purpose of any other studty,ite®stigation, evaluation
and/or assessment YOU are aware of that beardyofever in part, on whether
VICTOZA CAUSES and/or is capable of CAUSING pantieaancer (whether
such study, test, investigation, evaluation andssessment involves VICTOZA,

another GLP 1 receptor or DPP 4 inhibitor, any otlrag, or no drug) that is not
-21-
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yet started or completed and, to the extent SuUCBDKIENTS exist, the study
protocols; data; researcher and/or laboratory te@mnotebooks, notes, logs,
bench notes, books, computer files and emailsjteesaports; and pancreatic
specimens (e.g., histology slides, tissue sampteg,for each such other study,
test, investigation, evaluation and/or assessment.
RESPONSE TO REQUEST NO. 30:

NNI incorporates as if fully set forth herein ther@&ral Objections by

Reference. NNI further objects to the term “awaffeas overly broad and
unduly burdensome. NNI further objects to this &es{ as vague and ambiguou
as it fails to define key terms, including “not warted.” NNI further objects to
this Request to the extent that it suggests tlseaecausal connection between
Victoza® and pancreatic cancer. NNI further olgdoctthis Request to the exte
it seeks documents related to studies that haveewn conducted and/or that g
not currently being conducted by Novo Nordisk ortdza®. NNI further
objects to the extent that this Request relat@s teeks information regarding
products other than Victoza®. NNI further objetttdhis Request to the extent i
Is duplicative of Request Nos. 9, 15, 20, and 27.

Subject to and without waiving or otherwise limgithe foregoing Generg
and Specific Objections, NNI refers Plaintiffs te responses to Request Nos.
15, 20, and 27.

FDA AND EMA

REQUEST NO. 31:

The study protocols; data; researcher and/or lawyréechnician notebooks

notes, logs, bench notes, books, computer fileseamalls; results; reports; and
pancreatic specimens (e.g., histology slides, ¢issumples, etc.) that were provid
to the FDA for any other study, test, investigatiemaluation and/or assessment
YOU are aware of that bears, in whole or in pantyether VICTOZA CAUSES

and/or is capable of CAUSING pancreatic cancer {ladresuch study, test,
-28-
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investigation, evaluation and/or assessment ingoW€TOZA, another GLP 1
receptor or DPP 4 inhibitor, any other drug, ordnag).
RESPONSE TO REQUEST NO. 31:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestaggie and ambiguous, as it fails
define key terms including “aware of.” NNI furthebjects to this Request to th
extent that it suggests there is a causal conmebebtwveen Victoza® and
pancreatic cancer. NNI further objects to this fre to the extent it seeks
documents related to studies that have not beeduoted and/or that are not
currently being conducted by Novo Nordisk on Via®&z NNI further objects tg
this Request as overly broad and unduly burdensddid. further objects to the
extent that this Request relates to or seeks irdtam regarding products other
than Victoza®.

Subject to and without waiving or otherwise limgithe foregoing Generg
and Specific Objections, NNI states that its comitations with and
submissions to the FDA regarding studies on thetgalf Victoza® can be foun
in NNI's IND and NDA production, as identified inNN's response to Request
No. 2.

REQUEST NO. 32:

The study protocols; data; researcher and/or laayréechnician notebooks

notes, logs, bench notes, books, computer fileseamalls; results; reports; and
pancreatic specimens (e.g., histology slides, ¢issumples, etc.) that were not
provided to the FDA for any other study, test, stigation, evaluation and/or
assessment YOU are aware of that bears, in whotegart, on whether VICTOZ/
CAUSES and/or is capable of CAUSING pancreatic eafhether such study,
test, investigation, evaluation and/or assessmewotves VICTOZA, another
GLP 1 receptor or DPP 4 inhibitor, any other diugno drug).

i
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RESPONSE TO REQUEST NO. 32:
NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestaggie and ambiguous, as it fails
define key terms including “aware of.” NNI furthebjects to this Request to th
extent that it suggests there is a causal conmebebtween Victoza® and
pancreatic cancer. NNI further objects to this fre to the extent it seeks
documents related to studies that have not beetucved and/or that are not
currently being conducted by Novo Nordisk on Via®&z NNI further objects tg
this Request as overly broad and unduly burdengorttee extent it seeks
information from numerous sources that may be akethifrom fewer sources.
NNI further objects to the extent that this Requesdtes to or seeks informatio
regarding products other than Victoza®. NNI olgdotthis Request to the exte
it is duplicative of Request No. 6, 11, and 23.

Subject to and without waiving or otherwise limgithe foregoing Generg
and Specific Objections, NNI refers Plaintiffs ttNRs Nonclinical and Clinical
Study Charts and supplements which identify andmes the studies conducte

by Novo Nordisk on Victoza® that have been identifafter reasonable inquiry.

NNI refers Plaintiffs to NNI's production of IND @nNDA files for Victoza®, as
identified in NNI's response to Request No. 2 tingtude the studies submitted
to the FDA. NNI further refers Plaintiffs to its responsesRequest Nos. 6, 11,
and 23.

REQUEST NO. 33:

The study protocols; data; researcher and/or laayréechnician notebooks

notes, logs, bench notes, books, computer fileseamalls; results; reports; and

pancreatic specimens (e.g., histology slides, ¢issumples, etc.) that were provid
to the EMA for any other study, test, investigatiewaluation and/or assessment
YOU are aware of that bears, in whole or in pantyether VICTOZA CAUSES

and/or is capable of CAUSING pancreatic cancer {ladresuch study, test,
-3(C-
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investigation, evaluation and/or assessment ingoW€TOZA, another GLP 1
receptor or DPP 4 inhibitor, any other drug, ordnag).
RESPONSE TO REQUEST NO. 33:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestaagie and ambiguous, as it fails

to define key terms including “aware of.” NNI fhdr objects to this Request to
the extent that it suggests there is a causal aiomebetween Victoza® and
pancreatic cancer. NNI further objects to this frRej to the extent it seeks
documents related to studies that have not beeduoted and/or that are not
currently being conducted by Novo Nordisk. NNIther objects to the extent
that this Request relates to or seeks informaggarding products other than
Victoza®. NNI objects to this Request to the ekiers duplicative of Request
No. 6, 11, and 24.

Subject to and without waiving or otherwise limgithe foregoing Generg
and Specific objections, NNI refers Plaintiffs ttNNs Nonclinical and Clinical
Study Charts and supplements which identify andmles the studies conducte

by Novo Nordisk on Victoza® that have been identifafter reasonable inquiry.

NNI further refers Plaintiffs to its responses tegest Nos. 6,11, and 24.
REQUEST NO. 34:

The study protocols; data; researcher and/or laayréechnician notebooks

notes, logs, bench notes, books, computer fileseamalls; results; reports; and
pancreatic specimens (e.g., histology slides, ¢issumples, etc.) that were not
provided to the EMA for any other study, test, istgation, evaluation and/or
assessment YOU are aware of that bears, in whotegart, on whether VICTOZ/
CAUSES and/or is capable of CAUSING pancreatic eafhether such study,
test, investigation, evaluation and/or assessmewotves VICTOZA, another
GLP 1 receptor or DPP 4 inhibitor, any other diugno drug).

i
-31-
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RESPONSE TO REQUEST NO. 34:
NNI incorporates, as if fully set forth herein, tBeneral Objections by

reference. NNI further objects to this Requestagie and ambiguous, as it fails

to define key terms including “aware of.” NNI fhdr objects to this Request to
the extent that it suggests there is a causal aiomebetween Victoza® and
pancreatic cancer. NNI further objects to this frRej to the extent it seeks
documents related to studies that have not beetucted and/or that are not
currently being conducted by Novo Nordisk on Via®&z NNI further objects tg
the extent that this Request relates to or sedksnmation regarding products
other than Victoza®. NNI further objects to thisdqRiest to the extent it reques
information on what was, or was not, submittedh® EMA because it has no
bearing on general causation issues in this liogat NNI further objects to this
Request to the extent it seeks information reggriiNl’s regulatory submissions
to the EMA that are duplicative of information subied to the FDA. NNI further
objects to this Request to the extent it is duplreaof Request No. 33.

Subject to and without waiving or otherwise limgithe foregoing Generg

and Specific Objections, NNI refers Plaintiffs te response to Request No. 33.

REQUEST NO. 35:

All emails, letters, reports, memoranda and oth&tem communications

YOU have sent to or received from any governmeagehcy (including, without
limitation, the FDA and EMA) or any other entity person regarding whether
VICTOZA or any other GLP 1 agonist or DPP 4 infobiCAUSES and/or is
capable of CAUSING pancreatitis and/or pancreaticer.
RESPONSE TO REQUEST NO. 35:

NNI incorporates the General Objections by refeeessif fully set forth

herein. NNI objects to this Request as overly Oraxad unduly burdensome to th
extent it seeks “all” emails, letters, reports, nneamda, and other written

communications from “any” governmental agency,tgnor person. NNI further
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objects to the extent that this Request relat@s t®eks information regarding
t

products other than Victoza®. NNI further objettighis Request to the extent
seeks documents regarding foreign regulatory d@mszi NNI objects to the
Request to the extent it seeks information protebtethe attorney-client
privilege and/or work product doctrine. NNI furth@bjects to this Request to the
extent it is duplicative of Request Nos. 2, 3,22, 31, and 33.
Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI refers Plaintiffs te iesponses to Request Nos. 2,
22,24, 31, and 33.
REQUEST NO. 36:
If any of YOUR employees, officers, directors, aigeontractors, key

opinion leaders, members of speakers’ bureaussagvboard members, or
scientific advisors corresponded with or suppligdimation or data to the
European Medicines Agency (EMA) about or in conimectvith any assessments
of whether VICTOZA or any other GLP 1 agonist or®®®inhibitor CAUSES
and/or is capable of CAUSING pancreatic cancediohinog, without limitation, as
reflected in the EMA’s 2013 “Assessment report@uP 1 based therapies” and |ts
2014 “Pancreatic Safety of Incretin Based Drugs FIDA EMA Assessment”),

-

produce the correspondence, information or dathaay correspondence or othe
DOCUMENTS YOU received from the EMA in response.
RESPONSE TO REQUEST NO. 36:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestaggie and ambiguous as it fails|to
define certain terms and phrases, including “kepiop leader,” “member of
speaker bureau,” “advisory board member,” and tddie advisor,” and
“corresponded with or supplied information or datBlNI further objects to this
Request to the extent it seeks information conogrnon-NNI personnel. NNI

further objects to this Request to the extenteksanformation regarding product
-33-
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other than Victoza®. NNI further objects to thisgrest to the extent it requests

UJ

information on what was, or was not, submittedi® EMA because it has no
bearing on general causation issues in this liogat NNI further objects to this
Request to the extent it seeks information reggriiNl’s regulatory submissions
to the EMA that are duplicative of information subied to the FDA.

Subject to or without waiving or otherwise limititige foregoing General
and Specific objections, NNI refers Plaintiffs ttNRs EMA regulatory files,
which will be produced in this litigation througlelbruary 28, 2104. Data sets
from the EMA regulatory files will be made availahipon request to the extent
that they have not already been produced from v fles or otherwise made
available to Plaintiffs. NNI further refers Plaffa to the custodial file for Lotte
Knudsen.

NNI agrees to produce the EMA files for Victoza®houander the unique
and specific facts of this case, namely, that NNies upon the EMA’s July 2013
Assessment and the FDA and EMA'’s February 2014 #sssent as it relates to
general causation. NNI maintains its position tiegulatory filings with foreign
agencies are irrelevant to product liability actom the United States and should
not generally be produced in these litigations.

REQUEST NO. 37:
If any of YOUR employees, officers, directors, aigeontractors, key

opinion leaders, members of speakers’ bureaussagvboard members, or
scientific advisors corresponded with or suppliEdimation or data to the FDA
about or in connection with any assessments ofivendtICTOZA or any other
GLP 1 agonist or DPP 4 inhibitor CAUSES and/orapable of CAUSING
pancreatic cancer (including, without limitatios, r@flected in the FDA’s 2014
“Pancreatic Safety of Incretin Based Drugs FDA BMA Assessment”), produce
the correspondence, information or data, and amgspondence or other

DOCUMENTS YOU received from the FDA in response.
-34-
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RESPONSE TO REQUEST NO. 37:
NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestaggie and ambiguous as it fails
define certain terms and phrases, including “kepiop leader,” “member of
speaker bureau,” “advisory board member,” and tddie advisor,” and
“corresponded with or supplied information or dat&lNI further objects to this
Request to the extent it seeks information conogrnon-NNI personnel. NNI
further objects to this Request to the extenteksenformation regarding product
other than Victoza®.

Subject to and without waiving or otherwise limgithe foregoing General

and Specific Objections, NNI states that its comitations with and submissions

to the FDA regarding studies on the safety of \aat® can be found in NNI's INDG
and NDA production, as identified in NNI's responsdrequest No. 2. NNI
further refers Plaintiffs to the custodial file fislichelle Thompson.

ADVERSE EVENTS

REQUEST NO. 38:

The standard operating procedures and/or policypancedures manuals fg
the handling of pancreatitis and pancreatic caAGRYERSE EVENTS and
REPORTABLE EVENTS pertaining to VICTOZA.

RESPONSE TO REQUEST NO. 38:
NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI objects to this Request to thereitesuggests that there are

SOPs and/or policy and procedures manuals spéagifictoza® adverse events.

NNI further objects to this Request as overly braad unduly burdensome.
Subject to and without waiving or otherwise limgithe foregoing General

and Specific objections, NNI states that respondo@ments may be found with

NNI's SOP production, reflecting the Bates prefiNI-SOP.” As part of that

production and in addition to the SOPs produceebverit to adverse events, NNI
-35-
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also produced an index of SOPs included in theitrgiprofile for Michael Sacco
and asked that Plaintiffs request the specific SlB&g would like produced.
REQUEST NO. 39:

Produce in electronic format complete copies oflatabases used to track|

trend, or record information regarding pancrea#ing pancreatic cancer
ADVERSE EVENTS that YOU associated with VICTOZAo The extent that
YOUR databases incorporate the following informafior pancreatitis and
pancreatic cancer ADVERSE EVENTS for VICTOZA, tRequest includes:

a. All DOCUMENTS and information in YOUR possessregarding
each ADVERSE EVENT;

b. Whether the ADVERSE EVENT was in the form of ad¥MvVatch
Report, communication from a medical provider anstaner, an ADVERSE
EVENT REPORT (“AER”) or some other form;

C. All attempts YOU made to communicate with anytmgather further
information regarding each ADVERSE EVENT,;

d. All communications YOU made or received, inchglthe substance
of the communications, the identities of any pess6®@U communicated with
internally, and the identities of any persons YQuhenunicated with externally
regarding each ADVERSE EVENT,

e. The nature and results of any investigations YOhducted to
determine the CAUSE of each ADVERSE EVENT, andferhhasis of any
decisions not to investigate;

f. Any experts and/or consultants whom YOU contédetgarding any
ADVERSE EVENT;

g. YOUR deliberations and decision making processes to determine
whether each ADVERSE EVENT was or was not a REPORTAEVENT;

h. Any action YOU took as a result of each ADVERSEENT;

|1~4
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I YOUR analysis and conclusions as to the natseeerity and
frequency of each ADVERSE EVENT;

J. All ADVERSE EVENT report forms, including supmhental reports
and related information, that were submitted toRB& for each ADVERSE
EVENT,

K. The current status or final disposition of eAWERSE EVENT; and

1. Any reporting rates analysis and/or trendingyams done regarding
each ADVERSE EVENT.
To the extent that YOUR databases do not incorpa@aitne or all of the
information referenced above in subparts a 1, predibe equivalent information
by reference to the business records in which Y @lkest.
RESPONSE TO REQUEST NO. 39:

NNI incorporates, as if fully set forth herein, tBeneral Objections by

reference. NNI further objects to this Requegh@extent it seeks production of
databases as NNI cannot produce “databases,” butlata and information
residing within them. NNI further objects to tiitequest as overly broad and
unduly burdensome. NNI further objects to this ] to the extent it requests
source files for adverse events, which are undutdénsome and not relevant fo
general causation purposes. NNI further objecthitoRequest to the extent it
requires NNI disclose the identity of any indivitkitaot named as Plaintiffs in this
litigation who allegedly experienced or reportediagnosis of pancreatitis and/or
pancreatic cancer as such disclosure would vittetgpatients’ or reporters’ right
to confidentiality under federal law.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI refers Plaintiffs ttiRs adverse event production,
reflecting the Bates-prefix “NNI-AER,” which incled adverse event case repor
run from NNI's Argus database for global Victoza@varse events of pancreatic

cancer and pancreatitis through February 28, 2@tidaacorresponding adverse
-37-

-

\v 2}

3:15-MD-0245%-AJB-MDD




© 00 N O 0o A W DN PP

N DN DN DNDNNDNRRRRRRR R B
N~ O OO0 W N FP O © 0N O O M W N BRB O

28

DLA PIPER LLP (US)
SAN DIEGO

event spreadsheet. NNI further refers Plaintif&iNI’s production of IND and
NDA files for Victoza®, as identified in NNI's regpse to Request No. 2. NNI
further refers Plaintiffs to the custodial file ichael Sacco.
REQUEST NO. 40:

The complete file that YOU established and mainitairesponse to each
individual pancreatitis and pancreatic cancer AD\BEREVENT for VICTOZA
(commonly known as “source files,” ADVERSE EVENTpet files, backup files,

or files containing source documentation related@YERSE EVENTS). This
request seeks the production of all DOCUMENTS ariormation contained or
discussed in the source files for each ADVERSE EVEMhich should contain
most or all of the DOCUMENTS and information debked in the preceding
request in subparts a-1.
RESPONSE TO REQUEST NO. 40:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestasly broad and unduly
burdensome. NNI further objects to this Requeshéoextent it requests sourcs
files for adverse events, which are unduly burderesand not relevant for
general causation purposes. NNI further objecthitoRequest to the extent it
requires NNI disclose the identity of any indivitkiaot named as Plaintiffs in this
litigation who allegedly experienced or reportediagnosis of pancreatitis and/or
pancreatic cancer as such disclosure would vittetgatients’ or reporters’ right
to confidentiality under federal law. NNI furthebjects to this Request as it see
information duplicative of that sought in Request 9.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI refers Plaintiffs te iesponse to Request No. 39.
I
I

I
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REQUEST NO. 41:
To the extent not already produced in responskee@teceding requests,

produce all DOCUMENTS for each pancreatitis andcpaattic cancer
REPORTABLE EVENT for VICTOZA, including the followig:

a. All DOCUMENTS and information in YOUR possessregarding
each REPORTABLE EVENT;

b. Whether the REPORTABLE EVENT was in the formad¥ledWatch
Report, communication from a medical provider anstaner, an ADVERSE
EVENT REPORT (“AER”) or some other form;

C. All attempts YOU made to communicate with anytmgather further
information regarding each REPORTABLE EVENT;

d. All communications YOU made or received, inchglthe substance
of the communications, the identities of any pess6®@U communicated with
internally, and the identities of any persons YQuhenunicated with externally
regarding each REPORTABLE EVENT;

e. The nature and results of any investigations YOhducted to
determine the CAUSE of each REPORTABLE EVENT, antlie basis of any
decisions not to investigate;

f. Any experts and/or consultants whom YOU contéetgarding any
REPORTABLE EVENT,

g. YOUR deliberations and decision making processes to determine

whether each underlying ADVERSE EVENT was or wasshREPORTABLE
EVENT,
h. Any action YOU took as a result of each REPORTEHVENT,;
I YOUR analysis and conclusions as to the natseeerity and
frequency of each REPORTABLE EVENT;
i

I
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J. All REPORTABLE EVENT report forms, including splemental
reports and related information, that were subhittethe FDA for each
REPORTABLE EVENT,

K. The current status or final disposition of e®EHPORTABLE
EVENT; and

1. Any reporting rates analysis and/or trendingyams done regarding
each REPORTABLE EVENT.

RESPONSE TO REQUEST NO. 41:
NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestasly broad and unduly
burdensome. NNI further objects to this Requeshéoextent it requests sourcs
files for adverse events, which are unduly burderesand not relevant for
general causation purposes. NNI further objecthi®Request to the extent it
requires NNI disclose the identity of any indivitkiaot named as Plaintiffs in
this litigation who allegedly experienced or repaorta diagnosis of pancreatitis
and/or pancreatic cancer as such disclosure waaldte the patients’ or
reporters’ right to confidentiality under federall. NNI further objects to this
Request as it seeks information duplicative of statght in Request No. 39.
Subject to and without waiving or otherwise limgithe foregoing Generg

and Specific Objections, NNI refers Plaintiffs te response to Request No. 39.

REQUEST NO. 42:
All DOCUMENTS that state or discuss any requesthgyFDA that YOU
conduct post market surveillance of VICTOZA witlspect to pancreatitis and

pancreatic cancer. Include in your response amgspondence, plans, reports, (
other DOCUMENTS submitted by YOU to the FDA in respe.
RESPONSE TO REQUEST NO. 42:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requesiasly broad and unduly
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burdensome to the extent it seeks “all” documentthes topic. NNI objects to th
Request to the extent it seeks information protebtethe attorney-client
privilege and/or work product doctrine.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI refers Plaintiffs ttiRs adverse event production,
reflecting the Bates-prefix “NNI-AER,” which incled adverse event case repor
run from NNI's Argus database for global Victoza@varse events of pancreatic
cancer and pancreatitis through February 28, 2@tidaacorresponding adverse
event spreadsheet. NNI refers Plaintiffs to it®lahd NDA productions as
identified in NNI's response to request No.[RNI further refers Plaintiffs to the
custodial files of Michael Sacco and Michelle Thaop for responsive
information, to the extent it exists.

REQUEST NO. 43:
All charts, graphs, schematics, reports, memorandaother similar

DOCUMENTS analyzing, summarizing and/or reportimgpancreatitis and/or
pancreatic cancer ADVERSE EVENTS for VICTOZA, indiag all such
DOCUMENTS that compare VICTOZA to any other therapeagent(s) for the
treatment of type 2 diabetes. To the extent thelh S OCUMENTS were prepare
in color, they should also be produced in color.
RESPONSE TO REQUEST NO. 43:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requesiasly broad and unduly
burdensome to the extent it seeks “all” documentthes topic.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI states that responsif@mation may be found, to
the extent it exists, in NNI's adverse event prdiun; reflecting the Bates-prefix
“‘NNI-AER,” which includes adverse event case repouin from NNI's Argus

database for global Victoza® adverse events ofjeatic cancer and pancreatitis
-41-
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through February 28, 2014 and a corresponding adwarent spreadsheet; NNI's
IND and NDA productions; and the custodial fileskel withesses, including, but
not limited to, Michael Sacco, Alan Moses, JasoetBand Michelle Thompson.
REQUEST NO. 44:

All reports, memoranda and other DOCUMENTS thatdrsd/or explain the
criteria YOU use to determine whether any particpkncreatitis and/or pancreatic
cancer ADVERSE EVENT is related to the patient's aVICTOZA.
RESPONSE TO REQUEST NO. 44:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requesiasly broad and unduly
burdensome to the extent it seeks “all” documentthes topic. NNI further
objects to this Request to the extent that it ssiggihere is a causal connection
between Victoza® and pancreatic cancer.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific objections, NNI states that respondo@ments may be found withjn
NNI's SOP production, including but not limited‘tdandling of Adverse Events
and Other Safety Information” and “Filing of Advergvents and Other Safety
Information in Argus,” reflecting the Bates-prefidNI-SOP.” NNI further states
that responsive information may be found, to theemxt exists, within the
custodial files of key custodians, including, bat hmited to, Michael Sacco, Alat

—

Moses, and Jason Brett.
REQUEST NO. 45:
All medical and scientific literature that YOUR cpamy has identified that

relates to the association between VICTOZA or ahgioGLP 1 agonist or DPP 4
inhibitor and pancreatitis and/or pancreatic cancer
RESPONSE TO REQUEST NO. 45:

NNI incorporates, as if fully set forth herein, tGeneral Objections by
reference. NNI further objects to this Requesivasly broad and unduly
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burdensome to the extent it seeks “all” medical sgidntific literature. NNI
further objects to the extent this Request calisrfformation either not within
NNI's possession, custody, or control and/or infation that is a matter of public
record or otherwise as accessible to Plaintiffod$NI. NNI further objects to the
extent that this Request relates to or seeks irdbam regarding products other
than Victoza®.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI refers Plaintiffs tpgendix A to NNI's
Interrogatory Objections and Responses whichtietsnedical literature regarding
Victoza® that is centrally stored in the ordinagucse of business by NNI. NNI
states that Plaintiffs can publicly obtain thigtédture to the extent they wish to
review it. NNI further states that responsive mifation can be found, to the extent
it exists, in the custodial files for key custodiamcluding, but not limited to, Alan
Moses, Jason Brett, and Lotte Knudsen. NNI furtbéars Plaintiffs to its IND and
NDA productions, which include submissions of matliterature.

REQUEST NO. 46:

All reports, analyses, presentations, memorandatret DOCUMENTS
YOU are aware of that address, in whole or in palngther VICTOZA or any other
GLP 1 agonist or DPP 4 inhibitor CAUSES and/orapable of CAUSING
pancreatitis and/or pancreatic cancer.

RESPONSE TO REQUEST NO. 46:
NNI incorporates, as if fully set forth herein, tGBeneral Objections by

reference. NNI further objects to this Requesiasly broad and unduly
burdensome to the extent it seeks “all” reportg)yses, presentations, memoranda
and other documents that NNI is “aware of.” NNitiher objects to this Request as
vague and ambiguous, as it fails to define key seintluding “address.” NNI
further objects to the extent this Request calisrfformation either not within

NNI's possession, custody, or control and/or infation that is a matter of public
-43-
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record or otherwise as accessible to Plaintiff@d$NIl. NNI further objects to th
extent that this Request relates to or seeks irdbam regarding products other
than Victoza®. NNI further objects to this Requiesthe extent that it suggests
there is a causal connection between Victoza® andneatic cancer.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI states that responsif@mation may be found, to
the extent it exists, in the custodial for key odgins, including, but not limited tg
Alan Moses, Jason Brett, and Lotte Knudsen.

REQUEST NO. 47:
To the extent not already produced in responsea@teceding requests, a

published and unpublished medical and scientifgcditure, reports, analyses,
presentations, memoranda and other DOCUMENTS Y@lhaare of that addres
whether VICTOZA or any other GLP 1 agonist or DPiRlibitor CAUSES the
proliferation of abnormal or dysfunctional betalgelhe proliferation of abnormal
or dysfunctional alpha cells; the expansion of paatc ductal glands in rats; the
formation of dysplastic lesions and chronic paniitisan mice; increases in the
weight and/or size of the exocrine pancreas; thibition of apoptosis of
pancreatic ductal cells; and the inhibition of apsfs of pancreatic islet cells.
RESPONSE TO REQUEST NO. 47:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requesiasly broad and unduly
burdensome to the extent it seeks “all” published @npublished medical and
scientific literature, reports, analyses, presé&mntat memoranda, and other
documents that NNI is “aware of.” NNI further obje to this Request as vague
and ambiguous, as it fails to define key termduitiag “address” and “medical
and scientific literature.” NNI further objectsttoe extent this Request calls for
information either not within NNI's possession, gy, or control and/or

information that is a matter of public record dnetwise as accessible to Plaintiff
-44-
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as to NNI. NNI further objects to the extent ttfas Request relates to or seek
information regarding products other than Victoza€@NI further objects to this
Request to the extent it is duplicative of Reqst. 45 and 46.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI refers Plaintiffs te iesponses to Request Nos. 44
and 46.
REQUEST NO. 48:

To the extent not already produced in responsea@teceding requests, a

published and unpublished medical and scientifgcditure, reports, analyses,
presentations, memoranda and other DOCUMENTS Y@lhaare of that addres
the mechanism of action of VICTOZA or any other GLBRgonist or DPP 4
inhibitor.
RESPONSE TO REQUEST NO. 48:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requesiasly broad and unduly
burdensome to the extent it seeks “all” published @anpublished medical and
scientific literature, reports, analyses, pres@mtat memoranda, and other
documents that NNI is “aware of.” NNI further obje to this Request as vague
and ambiguous, as it fails to define key termduitiag “address” and “medical
and scientific literature.” NNI further objectsttoe extent this Request calls for
information either not within NNI's possession, gy, or control and/or
information that is a matter of public record dnetwise as accessible to Plaintiff
as to NNI. NNI further objects to the extent ttias Request relates to or seek
information regarding products other than Victoza®.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI refers Plaintiffs te iesponses to Request Nos. 44
and 46.

I
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REQUEST NO. 49:
To the extent not already produced in responsea@teceding requests, a

published and unpublished medical and scientifgcditure, reports, analyses,
presentations, memoranda and other DOCUMENTS Y@lhaare of that addres

the effect that VICTOZA or any other GLP 1 agomsDPP 4 inhibitor has on the

pancreas.
RESPONSE TO REQUEST NO. 49:
NNI incorporates, as if fully set forth herein, tBeneral Objections by

reference. NNI further objects to this Requesiasly broad and unduly
burdensome to the extent it seeks “all” published @npublished medical and
scientific literature, reports, analyses, pres@&mtat memoranda, and other
documents that NNI is “aware of.” NNI further obje to this Request as vague
and ambiguous, as it fails to define key termduitiag “address” and “medical
and scientific literature.” NNI further objectsttoe extent this Request calls for
information either not within NNI's possession, gy, or control and/or
information that is a matter of public record dnetwise as accessible to Plaintiff
as to NNI. NNI further objects to the extent ttfas Request relates to or seek
information regarding products other than Victoza®.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI refers Plaintiffs te iesponses to Request Nos. 44
and 46.

REQUEST NO. 50:

All reports, memoranda and other DOCUMENTS thatdrsd/or explain the
criteria YOU use to determine whether VICTOZA oyarher GLP 1 agonist or
DPP 4 inhibitor CAUSES and/or is capable of CAUSIN&hcreatitis and/or
pancreatic cancer.

i
i
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RESPONSE TO REQUEST NO. 50:
NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to the extent th&d Request relates to or seeks

information regarding products other than Victoza@NI further objects to this
Request to the extent that it suggests there asisat connection between Victoza
and pancreatic cancer.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI states that respondo@iments can be found, to tk
extent they exist, within the custodial files ofykaustodians, including, but not
limited to, Alan Moses, Michael Sacco, Jason Biithelle Thompson, and Lott
Knudsen.

REQUEST NO. 51:
All medical and/or scientific literature that YOlve reported to the FDA ¢

any other regulatory authorities that relates #absociation between VICTOZA
and pancreatitis and/or pancreatic cancer, inctydnt not limited to, all PSURSs,
PADERS/PAERS, and independent submissions.
RESPONSE TO REQUEST NO. 51:

NNI incorporates, as if fully set forth herein, tBeneral Objections by

reference. NNI further objects to this Requestaggie and ambiguous as it fails
define key terms, including “medical and/or scigafiterature.” NNI objects to

this Request to the extent it requests informatmmcerning regulatory authorities

outside of the U.S. because they are not relewdigdtion in the U.S.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI refers Plaintiffs ttiRs IND and NDA productions,
as identified in NNI's response to Request No. RI Mirther states that
documents submitted to the EMA can be found inBENEA regulatory files,
which will be produced in this litigation througlelbruary 28, 2014 in searchab

i
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format and Plaintiffs will be in the same positia® NNI to locate and identify
any further responsive information within this qgaey of documents.

NNI agrees to produce the EMA files for Victoza®houander the unique
and specific facts of this case, namely, that NNies upon the EMA’s July 2013
Assessment and the FDA and EMA'’s February 2014 #sssent as it relates to
general causation. NNI maintains its position tiegulatory filings with foreign
agencies are irrelevant to product liability actom the United States and should
not generally be produced in these litigations.
REQUEST NO. 52:

To the extent not already produced in responskee@teceding requests,

produce all communications, analyses, expert aag)ysafety board analyses,

independent analyses, and/or meta analyses thatrptr, reference, or in any way

discuss any of the medical and scientific literatand/or the preclinical,
nonclinical, animal, human, observational and/teosstudies referred to above
with respect to whether VICTOZA or any other GLBdbnist or DPP 4 inhibitor
CAUSES and/or is capable of CAUSING pancreatitid/@anpancreatic cancer.
RESPONSE TO REQUEST NO. 52:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestaexly broad and unduly
burdensome to the extent it seekH ‘tommunications, analyses, expert analy
safety board analyses, independent analyses, ametaranalyses thaertain to,

reference, or in any way discussany of the medical and scientific literature

and/or the preclinical, nonclinical, animal humahservational or/other studies.

NNI further objects to the extent that this Requesites to or seeks informatio
regarding products other than Victoza®. NNI furtbbjects to the extent this
Request calls for information either not within NéNpossession, custody, or
control and/or information that is a matter of palécord or otherwise as

accessible to Plaintiffs as to NNI. NNI objectglte Request to the extent it se¢
-48-

3:15-MD-0245%-AJB-MDD




© 00 N O 0o A W DN PP

N DN DN DNDNNDNRRRRRRR R B
N~ o 00 W N FP O O 0N O 0o N WwDNPREP o

28

DLA PIPER LLP (US)
SAN DIEGO

information protected by the attorney-client pmge and/or work product
doctrine.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI states that respondo@iments can be found, to tk
extent they exist, within the custodial files of RE\key custodians, Alan Moses,
Michael Sacco, Jason Brett, Michelle Thompson, Katl©Owen, Yizhen Xu, and
Lotte Knudsen.

COMMUNICATIONS REGARDING CAUSAL CONNECTION
WITH PANCREATIC CANCER

REQUEST NO. 53:

All communications YOU have had with the authog)he medical and/or
scientific literature referenced above with resgieatvhether VICTOZA or any
other GLP 1 agonist or DPP 4 inhibitor CAUSES anda@apable of CAUSING
pancreatic cancer.

RESPONSE TO REQUEST NO. 53:

NNI incorporates, as if fully set forth herein, tGeneral Objections by
reference. NNI further objects to this Requesiasly broad and unduly
burdensome to the extent it seeks “all communioatioelated to a voluminous
body of “medical and/or scientific literature” sdudy Plaintiffs that is not
identified in this RequestNNI further objects to this Request as vague and
ambiguous as it fails to define key terms, inclgdimedical and/or scientific

literature.” NNI further objects to this Requesthe extent that it suggests there i

a causal connection between Victoza® and pancreaticer.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI states that respondo@iments can be found, to tk
extent they exist, within the custodial files of RE\key custodians, Alan Moses,
Michael Sacco, Jason Brett, Michelle Thompson, Katt©Owen, Yizhen Xu, and

Lotte Knudsen.
-49-
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REQUEST NO. 54:

All emails, letters, reports, memoranda and oth&tem communications
YOU have had internally regarding whether VICTOZRraoy other GLP 1 agoni
or DPP 4 inhibitor CAUSES and/or is capable of CANS pancreatic cancer.
RESPONSE TO REQUEST NO. 54:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requesiasly broad and unduly
burdensome to the extent it requests NNI produlteemails, reports, memorand
and other written communications. NNI further oligeto the extent that this
Request relates to or seeks information regardindyxts other than Victoza®.
NNI further objects to this Request to the extéat it suggests there is a causal
connection between Victoza® and pancreatic cancer.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI states that respondo@iments can be found, to tk
extent they exist, within the custodial files of RE\key custodians, Alan Moses,
Michael Sacco, Jason Brett, Michelle Thompson, Katt©Owen, Yizhen Xu, and
Lotte Knudsen.

REQUEST NO. 55:
If YOU have made and/or requested label changdseitunited States or

elsewhere to add or strengthen warnings abouigke of pancreatitis and/or
pancreatic cancer associated with VICTOZA at amgtsince YOU began to
market VICTOZA, provide all DOCUMENTS, including ats, letters, reports,
memoranda and other written communications, that/Yiave sent to or received
from the FDA and/or any applicable foreign courgrsegulatory authority in
connection with each label change and/or requBsis request to produce
includes, without limitation, any PAS or CBE subiedt by YOU to the FDA, and
any response YOU have received from the FDA.

I
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RESPONSE TO REQUEST NO. 55:
NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to the extent Regjuest seeks information
regarding foreign regulatory activities.

Subject to and without waiving the foregoing Geharal Specific
Objections, NNI refers Plaintiffs to NNI's IND ardDA production, as identified
in NNI's response to Request No. RINI further refers Plaintiffs to its production
of product labels and medication guides for Vic®zapproved by the FDA
produced with Bates-prefix “NNI-label.”

REQUEST NO. 56:

All emails, letters, reports, memoranda and othétem communications to

or from any source discussing or referring to ptigsi monitoring and/or testing
for pancreatitis and/or pancreatic cancer assatiaith the use of VICTOZA.
RESPONSE TO REQUEST NO. 56:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requesiasly broad and unduly
burdensome to the extent it seeks “all” emaildetst reports, memoranda and
other communications “to or from any source.” NMjects to the Request to th
extent it seeks information protected by the a#grolient privilege and/or work|
product doctrine. NNI further objects to this Regias vague and ambiguous
because the term “physician monitoring” is undefiaed renders the Request
unintelligible.

REQUEST NO. 57:

The meeting minutes and any summaries of meetingtes for each

internal meeting at which YOU discussed whether MDZA or any other GLP 1
agonist or DPP 4 inhibitor CAUSES and/or is capahlEAUSING pancreatitis
and/or pancreatic cancer.

I
-51-

3:15-MD-0245%-AJB-MDD




© 00 N O 0o A W DN PP

N DN DN DNDNNDNRRRRRRR R B
N~ o 00 W N FP O O 0N O 0o N WwDNPREP o

28

DLA PIPER LLP (US)
SAN DIEGO

RESPONSE TO REQUEST NO. 57:
NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requegh®mextent that it relates to or
seeks information regarding products other tharnoZza®. NNI further objects t¢
this Request to the extent that it suggests tlseaecausal connection between
Victoza® and pancreatic cancer. NNI further olgdotthis Request as overly
broad and unduly burdensome as it requests infavmédr “each” internal meetin
on this topic. NNI further objects to this Requisthe extent “internal meeting”
not defined and is vague and ambiguous.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI states that respondo@iments can be found, to tk
extent they exist, within the custodial files olk®istodians, Alan Moses, Michag¢
Sacco, Jason Brett, Michelle Thompson, Kathryn Qwezhen Xu, and Lotte

Knudsen. NNI further states that to the exterantifies meeting minutes for the

Liraglutide Safety Committee stored in a centrabkmon in the ordinary course of
business, it will produce those documents.
REQUEST NO. 58:

All notes, recordings, handouts, materials andegmagions YOU or YOUR

employees are aware of that were made or obtameadrnnection with any
meeting, conference or other event, internal ogresl, at which the subject of

whether VICTOZA or any other GLP 1 agonist or DPiaHbitor CAUSES and/or

is capable of CAUSING pancreatitis and/or panceceadincer was discussed.
RESPONSE TO REQUEST NO. 58:
NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requesiasly broad and unduly
burdensome. NNI further objects to this Requestagsie and ambiguous, as it
fails to define key terms, including “meeting,” ‘fd@rence,” “event,” or

“discussed.” NNI further objects to this Requestite extent it seeks documents
-52-
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not in NNI's possession, custody, or control. Ndither objects to the extent th
this Request relates to or seeks information raggmoroducts other than
Victoza®. NNI further objects to this Request te #xtent that it suggests there
causal connection between Victoza® and pancreaticer. NNI further objects t¢
this Request to the extent it seeks “all” notespreings, handouts, materials, ang
presentations on the topic as unduly burdensomewaady broad.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI states that respondo@iments can be found, to tk
extent they exist, within the custodial files of/k®istodians, including, but not
limited to, Alan Moses, Jason Brett, and Lotte Kserl
REQUEST NO. 59:

If the sale of VICTOZA has ever been prohibited ttmeoncerns that it may

CAUSE pancreatitis and/or pancreatic cancer, pre@liemails, letters, reports,
memoranda and other written communications recdwedOU addressing or
discussing those concerns, and all emails, lettepsrts, memoranda and other
written communications prepared by YOU (whethett emot sent) addressing Q
discussing those concerns.
RESPONSE TO REQUEST NO. 59:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requesiasly broad and unduly
burdensome to the extent it seeks all emails rigtteports, memoranda, and oth
written communications. NNI further objects tostitequest to the extent it see
documents regarding foreign regulatory activities.

Subject to and without waiving or otherwise limgithe foregoing Generg
and Specific Objections, NNI states that the sadictoza® has never been
prohibited in the U.S. market due to concernsithafy cause pancreatic cancer
pancreatitis.
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INCRETIN SCIENCE AND SCIENTIFIC LITERATURE:
BIAS/INFLUENCE/RELIABILITY

REQUEST NO. 60:
If any of YOUR employees, officers, directors, aigeontractors, key

opinion leaders, members of speakers’ bureaussagvboard members, or
scientific advisors have corresponded with or siggdhformation or data to any
scientific journal regarding whether VICTOZA or aother GLP 1 agonist or DPF

4 inhibitor CAUSES and/or is capable of CAUSING paatitis and/or pancreatic

cancer, produce the correspondence, informatiofoaddta.
RESPONSE TO REQUEST NO. 60:
NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestaggie and ambiguous as it fails
define certain terms and phrases, including “kepiop leader,” “member of
speaker bureau,” “advisory board member,” and tddie advisor.” NNI further
objects to the term “any scientific journal” as dydroad and unduly burdensom
NNI further objects to this Request to the extésteks information concerning
non-NNI personnel. NNI further objects to this Best to the extent it seeks
information regarding products other than Victoza@NI further objects to this
Request to the extent it seeks information conogractivities outside the United
States. NNI further objects to this Request toetktent that it suggests there is a
causal connection between Victoza® and pancreaticar.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI states that respondo@iments can be found, to tk
extent they exist, within the custodial files ofykaustodians, including, but not
limited to, Alan Moses, Jason Brett, and Lotte Kserml
REQUEST NO. 61:

If any of YOUR employees, officers, directors, aigeontractors, key

opinion leaders, members of speakers’ bureaussagvboard members, or
-54-
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scientific advisors have submitted a manuscrigegaport, article described as an

“advertisement,” opinion piece or topic to any stic journal regarding whether
VICTOZA or any other GLP 1 agonist or DPP 4 infobiCAUSES and/or is
capable of CAUSING pancreatitis and/or pancreatier, produce the material
submitted.
RESPONSE TO REQUEST NO. 61:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestaggie and ambiguous as it fails
define certain terms and phrases, including “kepiop leader,” “member of
speaker bureau,” “advisory board member,” and tddie advisor.” NNI further
objects to this Request to the extent it seekgnmition concerning non-NNI
personnel. NNI further objects to this Requedhtoextent it seeks information
regarding products other than Victoza®. NNI furtbbjects to the term “any
scientific journal” as overly broad and unduly bemdome. NNI further objects t¢
this Request to the extent it seeks informatiorceamng activities outside the
United States. NNI further objects to this Requeshe extent that it suggests
there is a causal connection between Victoza® andngatic cancer.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI states that respondo@iments can be found, to tk
extent they exist, within the custodial files ofykaustodians, including, but not
limited to, Alan Moses, Jason Brett, and Lotte Kseml
REQUEST NO. 62:

If any of YOUR employees, officers, directors, aigeontractors, key

opinion leaders, members of speakers’ bureaussagvboard members, or
scientific advisors have patrticipated in or supgpiigormation or data to any expe
meeting, panel or committee investigating or reugywhether VICTOZA or any
other GLP 1 agonist or DPP 4 inhibitor CAUSES and@apable of CAUSING

pancreatitis and/or pancreatic cancer, producedhespondence, data and othe
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DOCUMENTS supplied to, received from, or createdsbgh meeting(s), panel(s
or committee proceedings.
RESPONSE TO REQUEST NO. 62:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestaggie and ambiguous in that it
fails to define certain terms and phrases, inclydkey opinion leader,” “member
of speaker bureau,” “advisory board member,” aretsific advisor,”
“‘investigating or reviewing,” and “expert meetinganel or committee.” NNI
further objects to this Request as overly broadwa@tuly burdensome to the exte
it seeks information related “to any expert meetpanel or committee.” NNI
further objects to this Request to the extenteksanformation concerning non-
NNI personnel. NNI further objects to this Requesthe extent it seeks
information regarding products other than Victoza@NI further objects to this
Request to the extent it seeks information conogractivities outside the United
States. NNI further objects to this Request toetktent that it suggests there is a
causal connection between Victoza® and pancreaticer.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI states that respondo@iments can be found, to tk
extent they exist, within the custodial files ofykaustodians, including, but not
limited to, Alan Moses, Jason Brett, and Lotte Kserl
REQUEST NO. 63:

If any of YOUR employees, officers, directors, aigeontractors, key

opinion leaders, members of speakers’ bureaussagvboard members, or
scientific advisors corresponded with or supplig@imation or data to any
authors, medical journals, scientific journals, afttyer publications, any diabetes
research or research funding organizations oopseraffiliated with them, any
scientific advisors, or any consultants about ise® Bonner Weir,

Dr. Alexandra E. Butler, Dr. Peter C. Butler, Dia\iid D. Dore, Dr. Daniel J.
-56-
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Drucker, Dr. Michael Elashoff, Dr. Robert Elashddf,, Edwin Gale, Dr. Rajesh
Garg, Dr. Belinda Gier, Dr. Fred Gorlick, Dr. Stav€ahn, Dr. Jacqueline Koehle
Dr. Aleksey V. Matveyenko, Dr. Robert Ratner, Don3l Singh, or Dr. Jay S.
Skyler, and/or about any of the work they have danauthored regarding increti
medications, produce the correspondence, informatnal/or data.
RESPONSE TO REQUEST NO. 63:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requestaggie and ambiguous as it fails
define certain terms and phrases, including “coaded with or supplied
information or data,” “key opinion leader,” “membeafr speaker bureau,” “adviso
board member,” and “scientific advisor.” NNI fuethobjects to the term “any
scientific journal” as overly broad and unduly bemdome. NNI further objects t¢
this Request to the extent it seeks informatiorceamng non-NNI personnel. NN
further objects to this Request to the extenteksanformation regarding product
other than Victoza®. NNI further objects to thisdRiest to the extent it seeks
information unrelated to the alleged risks andriegiat issue in this litigation.
NNI further objects to this Request to the extéeseeks information concerning
activities outside the United States. NNI furtbbjects to this Request to the
extent that it suggests there is a causal conmebgbnveen Victoza® and pancresd
cancer.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI states that respondo@iments can be found, to tk
extent they exist, within the custodial files ofykaustodians, including, but not
limited to Alan Moses, Jason Brett, and Lotte Krerds
REQUEST NO. 64:

To the extent not already produced in responsea@teceding requests, a

emails, letters, reports, memoranda and otheremritommunications with author

medical journals, scientific journals, any otheblcations, any diabetes researcl
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or research funding organizations or persons aiffitl with them, any scientific
advisors, or any consultants about whether VICT@ZAny other GLP 1 agonist
or DPP 4 inhibitor CAUSES and/or is capable of CANS pancreatitis and/or
pancreatic cancer.
RESPONSE TO REQUEST NO. 64:

NNI incorporates, as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to this Requesiasly broad and unduly
burdensome to the extent it requests “all” eméaksers, reports, memoranda and
other written communications, with multiple enuntecaindividuals. NNI further
objects to the extent that this Request relates seeks information regarding
products other than Victoza®. NNI further objetttdhis Request to the extent i
seeks information concerning activities outsideltimged States. NNI further
objects to this Request to the extent that it ssiggihere is a causal connection
between Victoza® and pancreatic cancer.

Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI states that respondo@iments can be found, to tk
extent they exist, within the custodial files ofykaustodians, including, but not
limited to Alan Moses, Jason Brett, and Lotte Krerds
REQUEST NO. 65:

All DOCUMENTS that constitute or discuss comperwathonoraria,

grants, scholarships or gifts, whether offeredadnaly paid, to individuals or
institutions for work (including, without limitati@ work done on preclinical
studies, nonclinical studies, animal studies, hustadies, other research, or the
authorship of articles) concerning whether VICTO&®any other GLP 1 agonist
or DPP 4 inhibitor CAUSES and/or is capable of CANS pancreatitis and/or
pancreatic cancer. Include in YOUR response, withmitation, all such
DOCUMENTS pertaining to Dr. Susan Bonner Weir, David D. Dore,

Dr. Daniel J. Drucker, Dr. Rajesh Garg, Dr. Fredl@k, Dr. Steven Kahn,
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Dr. Jacqueline Koehler, Dr. Robert Ratner, Dr. Sa$kyler, and/or the companisg
and/or organizations that employ them.
RESPONSE TO REQUEST NO. 65:

NNI incorporates as if fully set forth herein, tGeneral Objections by

reference. NNI further objects to the extent thég Request relates to or seeks
information regarding products other than Victoza@NI further objects to the
extent that this Request seeks documentation nottanaed by NNI in the
regular and ordinary course of business. NNI fribbjects to this Request to
the extent it seeks documentation related to cosgtean, honoraria, grants,
scholarships or gifts that were not offered or altyupaid by NNI or NNI
officers, directors, agents, or employees.

Subject to and without waiving or otherwise limgithe foregoing Generg
and Specific Objections, NNI states that to theektesponsive information for
the individuals identified above can be identiffeain a reasonable search and
retrieved from a central location as kept in theimairy course of business, NNI
will produce responsive information.

DOCUMENT RETENTION, DESTRUCTION AND ARCHIVING
REQUEST NO. 66:

All of YOUR DOCUMENT retention, destruction and arang policies that
apply to VICTOZA preclinical, nonclinical, animduman and/or observational
studies; other studies addressing, in whole oam, pvhether VICTOZA CAUSES
and/or is capable of CAUSING pancreatitis and/argpeatic cancer; VICTOZA
ADVERSE EVENTS; and any other DOCUMENTS addressuhgther

VICTOZA CAUSES and/or is capable of CAUSING pantitesaand/or pancreatic

cancer.
RESPONSE TO REQUEST NO. 66:
NNI incorporates as if fully set forth herein, tGeneral Objections by

reference. NNI objects to this Request as ovaad and unduly burdensome.
-5C-
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NNI further objects to this Request as it is né¢vant to general causation issue
Subject to and without waiving or otherwise limgithe foregoing General
and Specific Objections, NNI refers Plaintiffs t&8 SOP production for responsiv
information, to the extent it exists.
PRIVILEGE LOG

REQUEST NO. 67:

To the extent that YOU have withheld any DOCUMENESponsive to any
of these requests under any claim of privilegedpoe a privilege log as required
by Fed. R. Civ. P. 26.

RESPONSE TO REQUEST NO. 67:
At the request of Plaintiffs, a privilege protoems agreed to be considere

and negotiated among the Parties. NNI, in conaeatiith the co-defendants in
this litigation, provided Plaintiffs with a draftigilege protocol for review several
months ago and have not received a response. biBitts to producing a privileg
log until a protocol is agreed upon.

Dated: May 8 201« DLA PIPER LLP (US

By: _/s/ Raymond M. Williams
Raymond M. Williams
DLA PIPER LLP (US)
1650 Market Street, Suite 4900
Philadelphia, PA 19103
Tel: 215.656.3300
Fax: 215.656.3301
raymond.williams@dlapiper.com

Christopher M. Young

DLA PIPER LLP (US)

401 B Street, Suite 1700

San Diego, CA 92101

Tel: 619.699.2700

Fax: 619.699.2701
christopher.young@dlapiper.com

Loren H. Brown
Heidi Levine
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DLA PIPER LLP (US

1251 Avenue of the Americas, 27th
Floor

New York, NY 10020-1104

Tel: 212.335.4500

Fax: 212.335.4501
loren.brown@dlapiper.com
heidi.levine@dlapiper.com

Attorneys for Defendant
Novo Nordisk Inc.
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